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MEMORANDUM FOR: Director of Central Intelligence 

Deputy Director of Central Intelligence 
Deputy Director for Administration 


25X1 

FROM: 


SUBJECT: 


Director of Medical Services 

I ~ Sl^Slv -\i [Fv 

Agency Liaison Officer G’fllj If □ 

President's Commission for the S^tray 0 — 
of Ethical Problems in Medicine and 
Biomedical and Behavioral Research 

Agency Human Subject Research Panel (HSRP) 



1. The purpose of this memorandum is to suggest activation 
of the Agency Human Subject Research Panel fHSRPl as provided 

in f np 1 f\ Tonn’orv 1 noi • * _ „ _ r I I ^ r 


H (Attachment A) 


in the 16 Janu’ary 1981 revision of, 
and to suggest membership on that Panel. 

?• Executive Order 12036 (Attachment B) has set up 
restrictions on human experimentation except in accordance 
with guidelines issued by the Department of Health and Human 
Services. The President's Commission for the Study of 
Ethical Problems in Medicine and Biomedical Research is the 
overall monitoring body for the Federal Government. This 
Commission was established in accordance with Public Law 95-622 
* A* 1 Agency task force, organized in March 

1980 by the Deputy Direct or for A dministration (Attachment D) . 
proposed modifications to | □ in supporting liaison with 

ilj® S^SS 1 ! 51011 - • Th i s P r °P° sal included the establishment of 
the HSRP to review documentation and certification pertaining 
to such research sponsored by, contracted for, or conducted 
by the Agency. 

. 3 * , Several Agency components recently have indicated 
that activities are planned which will require human partici- 
P a , lon ’ .^?srefore, the Agency needs to review documentation 
and certification to insure that the rights of the human 
subjects have been duly considered and are protected. The 
activation of the HSRP would be timely. 
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SUBJECT: Agency Human Subject Research Panel (HSRP) 


4. In order to draw upon the experience of the Agency 
task force, I propose that representation from each major 
component be continued on the HSRP and, where possible, 
representatives who have served on that task force also serve 
on the HSRP. Further, I propose that the Panel be authorized 
to secure the advice of appropriate professional consultants 
so as to assist the Panel in its deliberations. I propose the 
following initial make-up of the Panel: 


National Foreign Assessment Center - 


25X1 


25X1 


Directorate of Operations - | | 

Directorate of Science and Technology - (to be announced) 


General Counsel - 


Directorate of Administration (Chairman) - 


25X1 

25X1 


Attachments 



25X1 


APPROVED: 


JiF X ©sis'll 

Director of Central Intelligence 

25X1 OMS/PD/ I ~K 29Apr81) 

Distribution: 

Orig - Addressee, w/atts 
1 - DDCI , w/atts 
1 - Executive Registry, w/atts 
«£>1 - DDA 


u 
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Date 
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(d) Information needed solely to identify individuals in contact with those 
persons described in paragraph (c) of this section or with someone who is the 
subject of a lawful foreign intelligence or counterintelligence investigation; 

(e) Information concerning persons who are reasonably believed to be 
potential sources or contacts, but only for the purpose of determining the 
suitability or -credibility of such persons; 

(0 Information constituting foreign intelligence or counterintelligence 
gathered abroad or from electronic surveillance conducted in compliance with 
Section 2-202 or from cooperating sources in the United States; 

(g) Information about a person who is reasonably believed to be acting on 
behalf of a foreign power, engaging in international terrorist activities or 
narcotics production or trafficking, or endangering the safety of a person 
protected by the United States Secret Service or the Department of State; 

(h) Information acquired by overhead reconnaissance not directed at 
specific United States persons; 

(i) Information concerning United States persons abroad that is obtained in 
response to requests from the Department of State for support of its consular 
responsibilities relating to the welfare of those persons; 

(j) Information collected, received, disseminated or stored by the FBI and 
necessary to fulfill its lawful investigative responsibilities; or 

(k) Information concerning persons or activities that pose a clear threat to 
any facility or personnel of an agency within the Intelligence Community. Such 
information may be retained only by the agency threatened and, if appropriate, 
by the United States Secret Service and the FBI. 

2-3. Additional Restrictions and Limitations. 

2-301. Tax Information. No agency within the Intelligence Community shall 
examine tax returns or tax information except as permitted by applicable law. 

2-302. Restrictions on Experimentation. No agency within the Intelligence 
Community shall sponsor, contract for, or conduct research on human subjects 4 

except in accordance with guidelines issued by the Department of Health, V ■ 

Education and Welfare. The subject’s informed consent shall be documented as 
required by those guidelines. 

2-303. Restrictions on Contracting. No agency within the Intelligence Com- 
munity shall enter into a contract or arrangement for the provision of goods or 
services with private companies or institutions in the United States unless the 
agency sponsorship is known to the appropriate officials of the company or 
institution. In the case of any company or institution other than an academic 
institution, intelligence agency sponsorship may be concealed where it is 
determined, pursuant to procedures approved by the Attorney General, that 
such concealment is necessary to maintain essential cover or proprietary ar- 
rangements for authorized intelligence purposes. 

2-304. Restrictions on Personnel Assigned to Other Agencies. An employee 
detailed to another agency within the federal government shall be responsible to 
the host agency and shall not report to the parent agency on the affairs of the 
host agency unless so directed by the host agency. The head of the host agency, 
and any successor, shall be informed of the employee’s relationship with the 
parent agency. 

2-305. Prohibition on Assassination. No person employed by or acting on 
behalf of the United States Government shall engage in, or conspire to engage 
in, assassination. 

2-306. Restrictions on Special Activities. No component of the United States 
Government except an agency within the Intelligence Community may conduct 
any special activity. No such agency except the CIA (or the military services in 
wartime) may conduct any special activity unless the President determines, with 
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38 I’UlJt.ic I .AW 95-622— NOV. 9, 1970 

, T!.nMr\. XV V l—l ‘ l<KSI,,,,5N ' , '’ fS COMMISSION KOli Till-’ 
bium on KTIl lOAIi lMlOKLKMS IN MiOOK'.lNK ANI) 
BIOMEDICAL, AND BEUAVTOKAh 11E8EAKCII 

t( K3TA!IM81IMKNT OF COMMISSION 

sppaas»s 

^ 1 r ?? f • ? members shall be appointed from individuals 
who are distinguished in the practice of medicine or otherwise 
dl « t ??S u l s ! ied ’? t , he provision of health care. otnerwiso 

mU }„> ■ bl .': e o f the members shall be appointed from individuals 
Who are distinguished in one or more of the fields of etWcs 
£wP’i aWj the natural sciences (other than a biomedical or 
behavioral science), the social sciences, the humanit^r health 
u / nf 3 ^ nis . tr ^ion, government, and public affairs. 

ITmfrJi Qf° individual who is a full-time officer or employee of the 
States may be appointed as a member of the Commission The 
Secretary of Health, Education, and Welfare, the S^fctarv of 
Defense, the Director of Central Intelligence, the Director o/ the 
Olhco of Science and Technology Policy, the Administrator of 
Saff * e*fcii^ rW S| an P thc ^ovof the National 
Commiifon giate “ indlVldual to provide liaison with the 

P^ 3 J ; c N .° individual may be appointed to serve as a member of the 
has scrvcd for two terms 

^SStSsSSS? “ *“ *• ~ » 

Except as provided in paragraphs (2) and f3} 

- B «?ow« 1 ri be a PP 01nt | d for terms of four years. UP " W () ’ 
KtY ? v members first appointed— 


office. ft the CXpU ' a i0n of hls term until his successor has taken 
hSngs.® a qUOr " m 

th^a&m“ S lf?tstlS. 8f the Cal1 ° f the Ch " » -t 
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92 STAT. 3439 


JmllUilnrr'' r<fi. #r '"" , . K, W «t 1 '»■ '(Wimiwioi, shall carl, 

: ISfSpliPaSS — 

the porforillviw ^‘ c,l ‘ ilol,, 1 os {) }' ‘ Aguiar places of business in 

CWmis„n.n sha.l be allowed trawl MtpwiX.TiSiliB ■ pwdiwn'in lieu 
in Hmr S CM! ’ ln ^! 1C manner as persons employed interim! lent! v 
title 5 ote'ffi?diKc^ ,,0 ' Vwl CXlH ‘" SeS “ mkr BWtien 6703 

“DUTIES OF TIIK COMMISSION 

“ usc “0"i. 

-.s sisag-^J** 
^tavasass^s 

Procedures and mechanisms designed (i) to safe- 

s^3^^^-5«a , srss?5 1 

th ° Pri ° rity ftnd ° rdcr «■*» studies 

„ ' T!le Commission may undertake nn investigation or studv of 
any other appropriate matter which relates to med&e or bioScal 

of Serai agency lmtmtlve or at tho TO <l ucst of the head 

in Heu of ort^, ?l* id du P] ic ? tion ?* effort, tho Commission may, 

wise conducted f.nir ’tlT 5 ’ 6t . udy ,? r investigation required or other- 
auso conducted under this subsection, use a study or mvestiernfinn 

for such use? nn0ther entlt >' if thc Commission sets forth.its reasons 
taken' b^tho C, omSi*' 0 "* 0 * 1re h 5n , vesti ? a tion or study under- Report to 
snau lepoit its findings (including any recommendations for Whin. 

1 in°U?r S 4 n ort 


92 STAT. 3441 


3440 
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m 

sgialer. 


:giate^ 


and 

[gencies 


. and 
igenci 


300v-2. 


“(M llr.COM MKNDATIONrt 'tX> AlUSNOlEfl. — (1) WllllIU 00 •lliyH of jhtl 
Bate ft Federal agency receives a recommendation from the CommissHm 
that the agency lake any action with respect to its rules, policies, guide- 
lines, or regulations, the agency shall publish such recommendation 
in the Federal Register nnd shall provide opportunity for interested 
persona to submit written data, views, and arguments with respect to 
adoption of the recommendation. , . . 

«(2) Within the 180-day period beginning on the date of such pub- 
lication, the agency shall determine whether the action proposed by 
such recommendation is appropriate, and, to the extent that it deter- 
mines that— , ' , , ,, .... 

^ “(A) such action is not appropriate, the agency shall, wit inn 

m such timo period, provide the Commission with, and publish in 
w the Federal Register, a notice of such determination (including 
an adequate statement of the reasons for the determination), or 
“(B) such action is appropriate, the agency shall undertake 
such action as expeditiously as feasible and shall notify the Com- 
mission of the determination and the action undertaken. 

« ( c ) Report on Protection op Human Subjects.— The Commis- 
sion shall biennially report to the President, the Congress, and 
appropriate Federal agencies on the protection of human subjects ot 
biomedical and behavioral research. Each such report shall. include a 
review of the adequacy and uniformity (1) of the rules, policies, guide- 
lines, and regulations of all Federal agencies regarding the protection 
of human subjects of biomedical or behavioral research which such 
agencies conduct or support, and (2) of the implementation of such 
rules, policies, guidelines, and regulations by. such agencies, and may 
include such recommendations for legislation and administrative 
action as the Commission deems appropriate. 

“(d) Annual Report.— Not later than December 15 of each year 
(beginning with 1979) the Commission shall report to the President, 
the Congress, and appropriate Federal agencies on the, activities of the 
‘J^kCommission during the fiscal year ending in such year. Each such 
"report shall include a complete list of all recommendations described 
in subsection (b) (1) made to Federal agencies by the Commission 
during the fiscal year and the actions taken, pursant to subsection 
(b) (2^, by the agencies upon such recommendations, and may include 
such recommendations for legislation and administrative action as the 
Commission deems appropriate. . , .. , , 

“ (e) Publications.— The Commission may at any time publish and 
disseminate to the public reports respecting its activities. 

“(b) Definitions. — For purposes of this section: 

“(1) The term ‘Federal agency’ means an authority of the gov- 
ernment of the United States, but does not include (A) the Con- 
gress, (B) the courts of tho United States, and (C) the 
government of tho Commonwealth of Puerto Rico, tho govern- 
ment of tho District of Columbia, or tho government of any terri- 
tory or possession of tho United States. 

“(2) The term ‘protection of human subjects’ includes the pro- 
tection of the health, safoly, and privacy of individuals. 

“administrative provisions \ 

* “Sec. 1803. (ft) Hearings.-— Tho 
of carrying out tills title hold such hearings, sit and net at such times 


nnd places, Inkemich testimony, and receive such evidence, us the Com- 
mission may deem ad visable. 

“(b) Staff, — (I) The Commission may appoint, and fix the pay of 
such stalf personnel as it. deems desirable. Such personnel shall bo 
| appointed subject to the provisions of title 5, United St ates Code, g(iv- 
! orning appointments in tho competitive service, and shall be paid in 
accordance with the provisions of chapter 51 and subchapter III of 
chapter 53 of such title relating to classification and General Schedule 
pay rates. 

“(2) The Commission may procure temporary and intermittent 
services to the same extent as is authorized by section 3109(b) of title 
5 of the. United States Code, but at rates for individuals not to exceed 
tho daily equivalent of the annual rate of basic pay in effect for grade 
GS-18 of the General Schedule. 

“(3) Upon request of the Commission, the head of any Federal 
agency is authorized to detail, on a reimbursable . basis, any of the per- 
sonnel of such agency to the Commission to assist it in carrying out 
its duties under this title. 

“(c) Contracts. — The Commission, in performing, its duties and 
functions under this title, may enter into contracts with appropriate 
public or nonprofit private entities. The authority of the Commission 
to enter into such contracts is effective for any fiscal year only to such 
extent or in such amounts ns are provided in, advance in appropria- 
tion Acts. 

“(d) Information. — (1) The Commission may secure directly from 
any Federal agency information necessary to enable it. to carry out this 
title. Upon request of tho Chairman of the Commission,. the head of 
such agency shall furnish such information to the Commission. 

“(2) The Commission shall promptly arrange for such security 
clearances for its members and appropriate staff as are necessary to 
obtain access to classified information needed to carry out its duties 
under this title. 

“(3) The Commission shall not disclose any information reported 
to or otherwise obtained by the Commission which is exempt from 
disclosure under subsection (a) of section 552 of title 5, United States 
Code, by reason of paragraphs (4) and (6) of subsection (b) of such 
section. 

“(c) Support Services. — The Administrator of General Services 
* shall provide to the Commission on a reimbursable basis such admin- 
istrative support services as the Commission may request, 

“authorization of appropriations; termination of commission 

“Sec. 1804. (a) Authorizations. — To carry out this title there are 
authorized to be appropriated $5,000,000 for the fiscal year ending Sep- 
tember 30, 1979, $5,000,000 for the fiscal year ending September 30, 
1980, $5,000,000 for tho fiscal year ending September SO, 1981, and 
$5,000,000 for tho fiscal year ending September 30, 1982, 

“(b) F eoeral Advisory Committee Act ; Termination.— Tho Com- 
mission shall bo subject to the Federal Advisory Committee Act, 
except that, under section 14(a) (1)(B) of such Act, the Commission 
shall term in ato on December 31, 1982A 
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5 USC 5332. 


42 USC 300v-3, 


5 USC App. 
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42 USC 300* 
tiQle. 


Repeal. 

42 USC 209/- 1 
note. 

42 USC 218. 


M IHMICIil »A NKOtIH I'MIVIKIONH 

_ Sko. 802. (a) Tho Prc^idont slmll initinlly appoint members lo I lie 
i J ms tdon i/s Comm i rhiou for tbo Sfcmly of Klhical Problems in Medicine 
unci Biomedical . and Behavioral itaureh (established under Hu* 
amendment iniulo by section 801) not Inter than 00 days after tire date 
of the cnactmont of this title. 

(b) Effective November 1, 1078, port A of title II of the National 
Eesooreh Act, section 213 of such Act, and subsection (f) of section 
217 of the Public Health Service Act are repealed. 

Approved November 9, 1978. 
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LEGISLATIVE HlSTORY i 

HOUSE REPORT No. 95-1192 Accompanying II.R, 12347 (Comm, on Intoratato and 
I'orolgn Commerce). 

T ^•i 5 ,T!l 3 l ( 9 0 ^ rn : R^onrcoa). 


CONGRESSIONAL RECORD, Vol. 124 <W«): 

DP84fe0t)^(5f^Q€R9^ l CH)fh4OO^^4 rtl ^- 

uu. n>, considered and passed House, 
amondmonls. 


amended; Senate concurred in House 
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MEMORANDUM FOR: 


Deputy Director, National Foreign 
Assessment Center 
Deputy Director for Operations 
Deputy Director for Science and Technology 
General Counsel • - ... 


FROM 


SUBJECT 


Don I. Wortman ; 

Deputy Director for Administration 

Agency Task Force in Support of Liaison 
With the President’s Commission for the 
Study of Ethical Problems in Medicine and 
Biomedical and Behavioral Research 


1. In accordance with the establishment of the 
President’s Commission for the Study of Ethical Problems in 
Medicine and Biomedical and Behavioral Research by an 
executive order issued by President Carter on 17 December 1979, 
and in accordance with Title III Section 301 of Public Law 
25X1 95-622, I I . of the Office of Medical 

Services has been designated as liaison officer between the 
Central Intelligence Agency and the Commission. 


25X1 


2. To assist | | in his liaison with the 

President’s Commission, I propose the organization of an 

Agency task force consisting of a representative from, the 

Office of General Counsel and from each Directorate- I 

would serve as the first chairman of the task force with 
periodic rotation among the other members during the tenure 
of the Commission. 

3. As a first order of business, the task force should 
'Consider the Agency’s experience with respect to the incidence 

of research-related injuries and existing policies and 
guidelines relating to the provision of compensation for such 
injuries in preparation for a response to the Commission by 
1 May 1980, as requested. 


25X1 
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